Saving and Reopening SPL
Documents Using SPL Xforms

Basic instructions for using SPL
Xforms to save and revise

SPL documents.
Version 1.0



Saving SPL Xforms



Saving SPL Xforms

HL7 SPL - Drug Listing v 1.01

[ Open ][ Save As ][ Save ]

'Document Information | [Drug Listing | [Content of Labeling | [Preview|

Document Information
Type of document HUMAN PRESCRIPTION DRUG LABEL hd
ID beb3012a-c0d2-44e2-84a6-1bf6280d74a
Set D 1997ed60-2al4-4edf-a5d0-ba23208277ba
Version Number 1
Effective Time 20090324

* View data in fields to ensure accuracy and
completeness



Saving the SPL Document
Open | [ Save As H’r?ue'f/'/ HL7 SPL - Drug Listing v 1.01

Document Information | [Drug Listing | [Content of Labeling | [Preview|
Document Information

Type of document HUMAN FRESCRIFTION DRUG LABEL b
ID be53012a-c0d2-44e2-84a6-1bf6280d 74al

Set 1D 1997ed60-2a04-4edf-abd0-ba23208277ba

Version Number 1

Effective Time 20030524

 When saving an SPL document for the first time,
click the “Save As” button.

 |f you select the “Save” button to save document
for the first time, you will not save the document.



Security Prompt

A, zcript from “file: /" iz requesting enhanced abilities that are UNSAFE and could be uzed to compromize your % Bi Q f’
machine or data : h L &
v i Ty
Fiun or install software on your machine
=\SPL _¥form\SPLXForms\SPLForm _Druglisting.
I~ Remember this decision e
L. - Drug Listing v1.01
Allow | Deny |
= I————
Documen t Information
Type of document HUMAN PRESCRIPTION DRUG LABEL
ID beb3012a-c0d2-44e2-84a6-1bf6280d74a1
SetID 1997ed60-2a04-4edf-abd0-ba23208277ba
Version Number "|
Effective Time |20090824

o Select “Allow” to continue saving the document
after reviewing the security message.

 To avoid this message In future, check the
*‘Remember This Decision” check box.



Creating the Submission Folder

HL7 SPL - Establ

E as)
kin: [ I3 xoms_demo_ & B 5 B
LY ENew folder T Choose computer location to
L2 save data
My Recent
mmmmmmmm
DDDDDD
L
W Geemens ~__ Create a folder in which to store
ig the Establishment Registration
> SPL file.
My Computer
.
MYP:;?:;D* ame: | J Open
of type [ = Cancdl

Choose computer location in which to store folder to
contain the SPL file.

Create a folder in which to store the listing SPL file.
Only add one SPL document per folder.
Click folder to open.



Naming the Submission Folder

HL7 SP]
Open H SSSSSS ][ Save ]
21
[ foms = e @mcf E-
|_23 Dlisting ! Name the folder
eeeeee
uuuuuuuu
DDDDDD
.7y
uuuuuuuuu
w9
wwwwww
.
e i Ee==
mpr: | B =]

 There is no folder naming convention

 However, we recommend that you not use
symbols in the name of the folder.



Naming the SPL File

F &)
Savein: ‘_Jlisiing j &= = EH-
Y 1. Name the file using the
e : / documen tiD
My Recent |
Documents |
H | 2. Add ".xml" file extension
i at the end of the document
\ ID
=/ |
My Documents (
3!
w58
My Computer
.
Bt me: |57 3. Click the "Save" button
as type: | XXXXXXXX

Use the document ID (GUID) as the document file name
Use “.xml” as the file extension
Choose “Save” button

If you do not follow these steps your SPL will FAIL
validation.



Saving the File cont...

HL7 SPL - Drug Listing v 1.01

[ Open ][ Save As ][ Save ]

Document Information | [Drug Listing | [Content of Labeling | [Preview]|
Document Information

Type of document HUMAN PRESCRIPTION DRUG LABEL hd

1D be53012a-c0d2-44e2-84a6-1bf6280d74a1

Set 1D 1997ed60-2a04-4edf-abd0-ba23208277ba

Version Number 1 -

Effective Time 20090824 eXi
Verify that file has been —_—
saved

e |f save action was successful, “Save Successful”
prompt should display.



Reopening SPL Documents for
Review or Revision



Open SPL Xforms

HL7 SPL - Drug Listing v

[ Open ][ Save As ][ Save ]

‘Document Information | [Drug Listing | (Content of Labeling | [Preview|
IDocument Information

Type of document v
ID

SetID
Version Number

Effective Time

 Open SPL xforms which was used to create the
SPL document

e Ensure that the type of SPL Xforms is the same
as the type of SPL file you are attempting to
open.



Selecting Open Button

[ OpenE]\[ Save As ][ Save ]

[ Documw Listing | [Content of Labeling | [Preview|

Select the "Open” button

» Click the “Open” button to begin “file opening”
process.



Security Prompt

| HL7 SPL - Drug Listing v
[ Open | [ saveAs | [ Saved 2
[Document Information ] sek secuzlly ﬁ
Document Information| 4 ;e from “fie:/ ic 1equasting enhanced abilities that are UNSAFE and could be used to compromise your

Type of document machins of dal
1D Run of install software on your machine

Set ID

Version Number ™ Remembet this decision

Effective Time

Select the "Allow" button to ack ledgment security ge (if necessa ry)

o Select “Allow” to continue saving the document
after reviewing the security message.

* To avoid this message In future, check the
*‘Remember This Decision” check box.



Navigating to SPL Location

[ Open ][ Save As ][ Save ]

Document Information | [Druig Listing | [Content of Labeling | [Preview
e )
Select a File
Type of do @@ El
D Look n: | 3 bulk_ingredierts R e e =
SetID 5 =/7d988fcb-1fb3-4820-3de4-756 127 5eaedb. xml
Version Ni \_.9
My Rece
Effective T pocuments
— —
Deskiop
L/
My Documents
Jﬂ Navigate to location of SPL document
My Compuer on your computer.
‘;J
My Network  Fil - Open
et oo | 1 [o= |
Files of type [>aaL Fiies =] Cancel

e Determine location of SPL document.
« Navigate to location of SPL document



Selecting File to Open

[?[%]
Look in: |_jbu\k_i mmmmmmmm j & cf Bl
:’ 2| 7d9B8fch-1fb3-48e0-9de4-7561a75eae4b. xml
My Re;:em
uuuuuuuu
7 }
DDDDDD
=7 Select the file which you need t
My Documerts
58 ‘
<) .
D
My Network  File name [7dsesrco-1fo3-4820-9de4- 756 1aT5eme 4 ml 7 | Open
PPPPPP |
of type: | J Cancel

e Using computer mouse, select the file to be
opened for revision or review.



Opening File cont...

Document Information | [Drug Listing | [Content of Labeling | [Preview]|

Document Information
Type of document BULK INGREDIENT L
ID 7d988fcb-1fb3-48e0-9de4-7561a75eaedb
Set 1D 83b57557-b473-412¢-b0071-7d85d73b3755
Version Number 1 .
Effective Time 20090928 [JavaScript Application] @

L] 'j Open successful.
-

Valid file will open and =
"Open Successful”
prompt should display.

 If opening of the file was successful, “Open
Successful” prompt will display.



Notes

Ensure that SPL file has the file extension
“.xml” before saving or reopening SPL
documents.

Ensure that file extension Is In lower case
letters.

SPL R3 documents can not be edited via
the SPL R4 Xforms.

Invalid SPL R4 files may not be editable
via the SPL R4 files.



Test Your SPL R4 Submissions

 Use Pragmatic Data Validator Lite to test
your SPL files prior to transmission to

FDA:
http://www.fda.gov/Forindustry/DataStand

ards/ucml155514.htm

e NOTE
— This validator tool iIs NOT connected to FDA
database.

— This tool assist you in detection of 90 — 95%
of technical errors in SPL documents.



http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm
http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm

Submitting Files via FDA Gateway

. c g5l webTrader "_JI Help Logout

Send document

Select who will receive the document
Gateway: FDATST
Center:# pc ~

% Select the "OC" center

Select the contents of the submission

Enter a path to a file or a directory. If a directory is entered, then the entire contents of the directory will be included in the submission. All the paths stored in the submission will be
relative from the provided directory path unless an alternate root directory is entered.

e — Ensure that you are submittin
Path:s C:/Documents and SettingtsfsmithIo}Desktap}spl_Suhmussiurrll-ﬁ—ﬂm“-'“ 1 SPLina foldyér {ﬁle name Shﬂl.?ld
ROt directary: C:/Documents and SettingsfsmithIo}Desktap;spl_SUhmussionZi Browse... not appear in the path field)

Submission types | gpL »|

Select "SPL" as the submission type
Select a signing certificate

Current file: M:A\SPL_Main\gateway\Lonnie Smith\Lonrie Smith.pi2
MNew File:

Browse...

MyCartificate.pl2 or MyPrivateiay.pfx

Send|



Stay Informed

e Join FDA Data Standards Councill listserv

e http://www.fda.gov/Forindustry/DataStand
ards/default.ntm

v Dopartment of Health & Human Services

¥ www.hhs.gow

FDA u.s. Food and Drug Administration A-Z Indax | | Search [oc

Homa | Foed | Drugs | Madical Desices | Yaccines, Blood & Bielogics | Animal & Yeterinary | Cosmetcs | Radiaton-Emittng Products | Tebacco Produc s

For |I'|E|I.15tl'§l' Emall 1his page =1 Prind this page = CThange ForiSize B H
Homa » For Industry = Data Standards

FDA Resources for Standards

Validators B sign up for email updates., <
Drats Caunl

The FDA Data Standards Council coordinates the svaluakion, development, mamtenancs,
[ iy swrsd Praduet L ansing and adoption of health and regulatory data standarda to ensure that common data

[ E atandards are used throughout the agency.

Individual Case Salely Repors

Fegulated Product Submission
Structured Product Labealing


http://www.fda.gov/ForIndustry/DataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/default.htm

SPL-related
Technical Assistance/Questions

 SPL e-mail account (spl@fda.hhs.qov)



mailto:spl@fda.hhs.gov
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